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external audits

Policy

(Insert manufacturer’s name) is committed to ensuring compliance with the licensing standards of the (Insert appropriate regulatory agency e.g. Therapeutic Goods Act 1989, the Therapeutic Goods Administration Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues and human cellular therapy products and with the FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing and Administration..
Purpose

This protocol defines (Insert manufacturer’s name) procedures and responsibilities relating to external audits. 

Scope

This protocol applies to all external third party audits, scheduled or unannounced (spot audits), conducted by regulatory authorities or accreditation agencies. The general principles of this protocol also apply to second party audits undertaken by a customer (e.g. clinical trial) representative.

Responsibilities

(Insert manufacturer’s name) management is responsible for coordinating audit preparation, conduct, review and response.

All (Insert manufacturer’s name) personnel are expected to comply with audit protocol and to participate in audits as required.

Auditors are responsible for providing (Insert manufacturer’s name) with a schedule and outline for the inspection visit.

General Instructions:

· The auditors must be accompanied at all times within the facility, usually by a member of (Insert manufacturer’s name) management or their delegate.

· Depending on the size of the audit, there may be one or two audit teams. Team members will usually include the Production Manager, Scientist in Charge, Quality Manager and Quality Coordinator.

· Members of the audit teams should take notes during the audit. Notes should be summarised and discussed as soon as practical after the audit and stored in the audit file.

· Management may request other staff members to join the audit discussion to provide technical information, explain procedures, locate documents and records and photocopy specified documents.  

· Management will determine the documents to be photocopied. Documents outside the scope of the audit may be provided for review upon request; but provision of a photocopy will be at the discretion of management 

· Stamp “COPY” on photocopied documents and remove all patient identifiers (white out or cut out). 

It is against good clinical practice to copy confidential patient records for removal off-site. However, review of the records on-site is permissible. 

· Maintain a record of all documents provided to the external auditors.  

· When answering questions, limit the response to the information requested.

· If the question being asked is not understood or if the answer is not known, say so. Offer to find the appropriate person to answer the question or to look for the information.

Scheduled External Audit 

1. Upon notification:

· Allocate an audit file to form the hard copy record of all communications, reports and submissions.

· Create an electronic record file.  

· Inform all staff, including the Medical Director, of audit dates.

· Book an appropriate room for the opening and closing meeting.

· Appoint a scribe to take minutes at both the opening & closing meetings.

· Designate an appropriate area for auditor use.

· Organise refreshments as required.

· Select personnel for the audit teams. 

· Prepare visitor badges for the auditors

· Send supporting documentation, as requested by the auditors. 

· Record the documents sent. 

2. Opening Meeting

· Meet the auditors upon arrival and take them to the room designated for the opening meeting. 

· Attendance at the opening meeting should include, at a minimum, the Medical Director, Production Manager, Quality Manager, Scientist in Charge and Quality Coordinator.

· Where possible, designate a scribe to record the meeting proceedings.
· Provide visitor badges and housekeeping information (eg toilet facilities, refreshments, emergency exits).

· Auditors are to provide the (Insert manufacturer’s name) audit teams with a copy of their planned schedule (Audit Plan). The schedule should be followed as closely as possible. 

3. Facility Inspection: 

· A member of Management must accompany the auditor and be present during questioning of staff.

· If the auditor requests to enter the clean room area to review a procedure:

1. Provide a set of blue theatre scrubs.

2. Accompany the auditor to the change room

3. Auditor to remove jewellery and change into the scrubs. 

4. Auditors may only take paperwork into the clean room area if it remains enclosed in a plastic sleeve. (Wipe sleeve as per Facility Transfer procedure and transfer via the pass through hatch). 

5. Accompany the auditor to the Support Lab

6. Record the visit in the Visitor Book.

7. Supervise the auditor in donning protective hair-cap and surgical facemask.

8. Complete and sign the Facility Log-in record

9. Supervise cleaning hands with alcohol hand cleaning gel 

10. Instruct auditor not to touch any equipment or materials while in the clean room area and to remain with the supervising staff member at all times. 

11. Follow the Aseptic Technique entry procedure for the Gowning Room. 

12. Supervise the auditor in donning sterile gown, gloves and over shoes

13. Follow the Aseptic Technique procedures for entering and exiting the cleanrooms. 

14. Observe the clean room occupancy limits. 

15. Ensure the auditor is supervised at all times.

16. On returning to the (Insert appropriate room name e.g. Support Lab), complete and sign the Facility Log-out record

4. Document Review:

· Auditors are to review documents in the Production or Quality Manager’s office, whenever possible.

· Provide documents for review in an orderly manner. 

· To avoid duplication, maintain a record of all documents that have been photocopied. 

5. Closing Meeting:

· Attendance as for the opening meeting.

· Auditors are to provide a summary of the audit findings, preferably as a provisional written report or, at the very least, a comprehensive verbal report. 

· It is essential that issues are clarified and any misunderstandings/ambiguities resolved at this time. 

· A designated scribe is to record all discussions and the auditors’ responses.  

· Store a copy of the auditors’ exit meeting report and the meeting record in the audit file.

6. Audit Report:

· For TGA audits, a formal audit report should be completed by the auditors within 20 working days of the audit inspection 

· On receipt of the report, schedule a management meeting to discuss the findings.

· Assign management personnel to address specific audit findings and allocate a timeframe.

· Discuss and collate the responses. Identify documents required as attachments. 

· For controlled documents sent as attachments, record the (Insert name of quality software) document title and identification number and the revision number in the response. 

· Submit the response within the required timeframe. For (Insert regulatory agency e.g. TGA) this is within (Insert no of days) working days of receipt of the report.

· Maintain a copy of the response and all accompanying documentation in the audit file and, where possible, in the electronic file. 

· Record any subsequent telephone communications, including the date, content and person involved. 

· Request that communications/directions be made in writing (eg by e-mail). Confirm the content of any telephone communications by e-mail. 

· Maintain copies of written correspondence, including e-mails, in the audit file.

7. Close-out

· Place the close-out report in the audit file as soon as received.

· Review the overall audit process and audit closure at the next Management meeting.  

Spot Audit

In the event that external auditors arrive unannounced to conduct a spot audit:

1. Ask the auditors to wait at the door until a member of Management can be informed that they are on site.

2. The member of Management is to direct the auditors to a suitable discussion area (Insert name of area) and organise for other members of Management to attend.

3. Request the reason for the audit and an audit plan. 

4. Record the information provided.

5. Proceed, as far as practical, as for a scheduled audit within the limits of the audit plan.

Management may restrict and/or delay the audit depending upon staff availability and potential risk to product manufacturing requirements.  

Records

All records of the audit process, from initial notification to closure, are stored in the appropriate Audit File (hard copy).

Where possible, records are also maintained in an electronic audit file.

Audits are recorded in (Insert name of quality software).
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